A free gift: an adaptive strategy in a single-arm trial using an exact test through the binomial distribution.
For medical product development within the same generation, single-arm trial designs are commonly implemented to test the performance of the new product against an objective performance criterion. When the primary endpoint is binary and the sample size is moderate, an exact test through the binomial distribution is usually used. This article shows that it is a free gift to add an adaptive component to a fixed-sample-size design so that when the interim result is marginal, the adaptive feature can be activated without any penalty. A hypothetical example is used to illustrate the application of this method.